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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 15 March 2006 . 
2a)D This action is FINAL. 2b)[x] This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 44-46 and 49-51 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 44-46. 49-51 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed. on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)).. 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicants' appeal brief has been considered. However, the arguments are moot in view 
of the new grounds of rejection. The finality of the last Office action is withdrawn. Claims 44- 
46 and 49-51 are pending and being examined. 

New Formal Matters, Objections And/Or Rejections: 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 44-46 and 49-51 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Ebner (U. S. Publication No. 20030069408). 

This rejection is based upon an effective filing date of 08/21/1997 for Ebner obtained via 
U.S. Provisional application No. 60/056,565 . 

Ebner discloses an isolated human lefty polypeptide having an amino acid sequence that 
is identical to SEQ ID NO: 1 14 of the present application, as indicated below: 

Query Match 100.0%; Score 1928; DB 20; Length 3 66; 

Best Local Similarity 100.0%; Pred. No. 7.4e-183; 

Matches 366; Conservative 0; Mismatches 0; Indels 0; Gaps 0; 
Qy 1 MQPLWLCWALWLPLASPGAALTGEQLLGSLLRQLQLKEVPTLDRADMEELVIPTHVRAQ 60 

MM M II II M II II II III I Ml III II 1 1 II II II II II 1 1 II llllllll II II M 

Db 1 MQPLWLCWALWVLPLASPGAALTGEQLLGSLLRQLQLKEVPTLDRADMEELVIPTHVRAQ 60 

Qy 61 YVALLQRSHGDRSRGKRFSQSFREVAGRFLALEASTHLLVFGMEQRLPPNSELVQAVLRL 120 

I MMI II II II II II II I M II 111 II II II II II II IMI Mill lllllll I Ml II 

Db 61 YVALLQRSHGDRSRGKRFSQSFREVAGRFLALEASTHLLVFGMEQRLPPNSELVQAVLRL 120 



Qy 121 FQEPVPKAALHRHGRLSPRSARARVTVEWLRVRDDGSNRTSLIDSRLVSVHESGWKAFDV 180 

II II II II II II II II II II II MM III I II II II II II II IMIMMMM II II II 
Db 121 FQEPVPKAALHRHGRLSPRSARARVTVEWLRVRDDGSNRTSLIDSRLVSVHESGWKAFDV 180 
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Qy 181 TEAVNFWQQLSRPRQPLLLQVSVQREHLGPLASGAHKLVRFASQGAPAGLGEPQLELHTL 240 

llllll M llllllllllll MINI II llllll llllllll llllllllll IIIIIMI 

Db 181 TEAVNPWQQLSRPRQPLLLQVSVQREHLGPLASGAHKLVRFASQGAPAGLGEPQLELHTL 240 
5 Qy 241 DLGDyGAQGDCDPEAPMTEGTRCCRQEMYIDUQGMKWAENWVLEPPGFLAYECVGTCRQP 300 

llllllllllllllll MM llllll III! INI IMIIIIIIIIIIIII llllllllll 

Db 241 D LGD YGAQ GD CD PEAPMT EGTRCC RQ EM Y I D LQGN KWA ENWVLE P PGF LA YE CVGTC RQ P 300 

Qy 301 PEALAFKWPFLGPRQCIASETDSLPMIVSIKEGGRTRPQWSLPNMRVQKCSCASDGALV 360 
10 I I II II II II 1111 II II II II II il II II II II II III I II II I Mill I MM II Ml 

Db 301 PEALAFKWPFLGPRQC IASETDS LPM I VS I KEGGRTRPQ WS LPNMRVQKCSCASDGALV 360 

Qy 361 PRRLQP 366 

1C llllll 

I J Db 361 PRRLQP 366 . 

See paragraph [0022]. 

Ebner also discloses recombinant expression of the Lefty polypeptide in eukaryotic host 
(paragraph [0056]), which would result in cleavage of the signal peptide, and the recombinant 
20 expression of the polypeptide linked to an epitope tag or to the Fc portion of an immunoglobulin 
(paragraph [0090]). 

Claim Rejections - 35 USC § 112 
Claims 44-46 and 49-51 are rejected under 35 U.S. C. 112, first paragraph, because the 
specification while being enabling for a polypeptide comprising the recited aass, does not 
25 reasonably provide enablement for a polypeptide comprising the recited aass wherein the nucleic 
acid encoding the polypeptide is amplified in lung or colon tumors. The specification does not 
enable a skilled artisan to practice to use the claimed invention. 

Due to the degeneracy of the genetic code there are an astronomical number of nucleic 
acid molecules encoding the PR0317 polypeptide. The specification only gives guidance for the 
30 amplification of one such nucleic acid molecule. It is not predictable which, if any, of these 
degenerate nucleic acid molecules occur in nature, and thus would potentially be amplified in 
tumors. The reasonable expectation is that essentially all, except for the naturally occurring 
PR03 17 gene, of these nucleic acid molecules would not occur in nature, and thus cannot be 
amplified in lung or colon tumors. In view of the breadth of the claims, the limited amount of 
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direction and working examples provided by the inventor, the unpredictability in the art and the 
quantity of experimentation needed to make or use the invention based on the content of the 
disclosure, it would require undue experimentation for the skilled artisan to make and/or use the 
full scope of the claimed invention. 



No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the examiner should be directed to 
David S. Romeo whose telephone number is (571 ) 272-0890. The examiner can normally be reached on Monday through 
Friday from 7:30 a.m. to 4:00 p.m. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback, can be reached on (571 ) 272-0961 . 

If submitting official correspondence by fax, Applicants are encouraged to submit official correspondence to 
the central fax number for official correspondence, which is (571 ) 273-8300. 

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a non-final 
or final Office action by facsimile (see 37 CFR 1 .6 and 1 .8). 

Any inquiry of a general nature or relating to the status of this application or proceeding should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 



Conclusion 




David Romeo 
Primary Examiner 
Art Unit 1647 
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May 25, 2006 



